United States Patent

US008940335B2

(12) 10y Patent No.: US 8,940,335 B2
Goessl (45) Date of Patent: Jan. 27, 2015
(54) PROCESS FOR MAKING DRY AND STABLE 4,600,574 A 7/1986 Lindner et al.
HEMOSTATIC COMPOSITIONS 4,640,834 A 2/1987 Eibl et al.
4,655,211 A 4/1987 Sakamoto et al.
. 4,746,514 A 5/1988 Warne
(75) Inventor: Andreas Goessl, Vienna (AT) 4749689 A 6/1988 Miyata et al.
. 4,752,466 A 6/1988 Saferstein et al.
(73) Assignees: Baxter International Inc., Deerfield, IL 4,803,075 A 2/1989 Wallace et al.
(US); Baxter Healthcare S.A., Glattpark 4,818,517 A 4/1989 Kwee et al.
(Opftikon) (CH) 4,832,686 A 5/1989 Anderson
4,837,285 A 6/1989 Berg et al.
. . . . . 4,885,161 A 12/1989 Cornell
(*) Notice: Subject. to any dlsclalmer,. the term of this 4891359 A 1/1990 Saferstein et al.
patent is extended or adjusted under 35 4,925,677 A 5/1990 Feijen
U.S.C. 154(b) by 116 days. 4,946,870 A 8/1990 Partain, Il et al.
4,950,699 A * 81990 Holman ................ 424/448
. 5,007,916 A 4/1991 Linsky et al.
(1) Appl. No-: 13/150,902 5017229 A 5/1991 Buns et al.
. 5,023,082 A 6/1991 Friedman et al.
(22) Filed: Jun. 1,2011 5041202 A 8/1991 Feijen
5,061,274 A 10/1991 Kensey
(65) Prior Publication Data 5,061,492 A 10/1991 Okada et al.
5,080,893 A 1/1992 Goldberg et al.
US 2012/0021058 Al Jan. 26, 2012 .
(Continued)
Related U.S. Application Data FOREIGN PATENT DOCUMENTS
(60) Provisional application No. 61/350,237, filed on Jun. CN 1270240 A 10/2000
1, 2010. EP 0132983 A 2/1985
(51) Int.Cl (Continued)
AGIK 9/16 (2006.01) OTHER PUBLICATIONS
AG6IK 38/48 (2006.01) . e -
B67C 3/22 (2006.01) Christensen et al., “Qualitative Description of the Wurster-Based
AGIK 914 (200 6. 01) Fluid-Bed Coating Process.” Drug Development and Industrial Phar-
‘(611 26/00 5006.01 macy, 23(5), 451-463 (1997).%
( 01) International Search Report for PCT/EP2011/059062 mailed Nov.
(52) US.CL 24, 2011, 22 pages.
CPC ... AG6IK 9/146 (2013.01); A61K 9/1658 International Search Report for PCT/EP2011/059065 mailed Nov.
(2013.01); A61L 26/0038 (2013.01); A6IL 24,2011, 22 pages. ]
2400/04 (2013.01) International Search Report for PCT/EP2011/059114 mailed Nov.
. : ) 24,2011, 26 pages.
U.SPC ........... s 424/492; 424/491; 424/94.64 ‘Ansell et al., “Gelfoam and Autologous Clot Bmbolization: Effect on
(58) Field of Classification Search Coagulation”, Invest. Radiol. (1978) 13:115-120.
USPC o 424/94.64, 484, 498 Barrow, D.L., etal.; “The Use of Greater Omentum Vascularized Free
See application file for complete search history. Flaps for Neurosurgical Disorders Requiring Reconstruction”; J.
Neurosurg.; vol. 60; pp. 305-311 (Feb. 1984).
(56) References Cited (Continued)
U.S. PATENT DOCUMENTS Primary Examiner — Walter Webb
2,507,244 A 5/1950 Correll (74) Attorney, Agent, or Firm — Kilpatrick Townsend &
2,558,395 A 6/1951 Studer Stockton LLP
3,089,815 A 5/1963 Kupelwieser et al.
4,006,220 A 2/1977 Gottlieb (57) ABSTRACT
4,013,078 A 3/1977 Field o . .
4,124,705 A 11/1978 Rothman et al. Described is a process for making a dry and stable hemostatic
4,164,559 A 8/1979 Miyata et al. composition, said process comprising
3’ égg’ggg ﬁ lgﬁg;? ;Sla(i)tz}?il'et al a) providing a dry granular preparation of a biocompatible
4291013 A 0/1981 Wa%llig otal polymer suitable for use in hemostasis,
4:292:972 A 10/1981 Pawelchak et al. b) coating the granules in said dry granular preparation with
4,298,598 A 11/1981 Schwarz et al. a preparation of a coagulation inducing agent, thereby
4300494 A 111981 Graiff et al. obtaining coagulation inducing agent coated polymer
4,347,234 A 8/1982 Wahlig et al. ranules
4,362,567 A 12/1982 Schwarz et al. g . 7, . . .
4377572 A 3/1983 Schwarz ot al. c) filling said coagulation inducing agent coated polymer
4,424,208 A 1/1984 Wallace et al. granules into a final container,
4,453,939 A 6/1984 Zimmerman et al. d) finishing the final container to a storable pharmaceutical
3"5‘%’255 ﬁ L é; }gg‘s‘ }’;\(lttwer etal. device containing said coagulation inducing agent coated
4536387 A 3/1985 S;ﬁ;iloto ot al polymer granules as a dry and stable hemostatic composi-
4,540,410 A 9/1985 Wood et al. tion.
4,543,332 A 9/1985 Jao et al.
4,554,156 A 11/1985 Fischer 19 Claims, 2 Drawing Sheets



